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DETAILED ACTION 

1. Claims 1-19 of the application have been examined. 

Information Disclosure Statement 

2. Acknowledgment is made of the information disclosure statements filed on 
September 6, 2001 together with copies of the patents and papers. The patents 
and papers have been considered. 

Drawings 

3. The drawings submitted on March 30, 2001 are accepted. 

Specification 

4. The disclosure is objected to because of the following informalities: 
Page 2, Para 07, Line 5, "The pre-determined scheduled can then be 

saved in data storage area 25" appears to be incorrect and it appears that it 
should be The pre-determined schedules can then be saved in data storage 
area 25". 

Page 4, Para 12, Lines 2-3, "The schedules can include dosage 
schedules, observation schedules, an various other types of schedules" appears 
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to be incorrect and it appears that it should be "The schedules can include 
dosage schedules, observation schedules, and various other types of 
schedules". 

Page 7, Para 33, Lines 4-5, "Data storage area 70 can be reside on a 
volatile or a persistent storage device" appears to be incorrect and it appears that 
it should be "Data storage area 70 can reside on a volatile or a persistent storage 
device". 

Page 14, Para 67, Lines 6-7, "locally accessed global variables may not 
need to determined the size of the memory" appears to be incorrect and it 
appears that it should be "locally accessed global variables may not need to 
determine the size of the memory". 

Appropriate corrections are required. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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L Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Herren et aL (U.S. Patent 6,108,635) in view of Hoskins et al. (U.S. Patent 6,268,853), 
and further in view of Lin et al. (U.S. Patent 6,735,523), Heughebaert et aL (U.S. Patent 
6,408,431) and Lin et aL (U.S. Patent 6,651,225). 

7.1 Herren et aL teaches Integrated disease information system. Specifically, as per 
claim 1, Herren et aL teaches a system for clinical trial simulation (Abstract, LI -8 and 
L17-30; Fig. 3; CL4, L21-31; CL14, L15-20; CL14, L36-37); comprising: 

the interface configured to receive information that describes a trial for a clinical 
trial simulation (Abstract, Ll-8 and L17-30; Fig. 3; CL4, L21-28; CL14, L23-30); and 

the controller configured to run the executable program (CL4, L21-31; CL14, 
LI 5-20). 

Herren et aL does not expressly teach an interface having a fixed form module 
and a free form module. Hoskins et al. teaches an interface having a fixed form module 
and a free form module (CL1 16, L58-60; CL1 17, L23-28), because the preferred fixed 
form template language allows different kinds of module specifications that can be used 
to accommodate different circumstances (CL1 16, L58-60). It would have been obvious 
to one of ordinary skill in the art at the time of Applicant's invention to modify the 
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system of Herren et al. with the system of Hoskins et al. that included an interface 
having a fixed form module and a free form module. The artisan would have been 
motivated because the preferred fixed form template language would allow different 
kinds of module specifications that can be used to accommodate different circumstances. 

Herren et al. does not expressly teach a trial protocol for a clinical trial 
simulation. Lin et al. ('523) teaches a trial protocol for a clinical trial simulation (CL15, 
L58-60), because the protocol defines the variables involved and their format for trial 
simulation (CL15, L58-60). It would have been obvious to one of ordinary skill in the art 
at the time of Applicant's invention to modify the system of Herren et al. with the 
system of Lin et al. ('523) that included a trial protocol for a clinical trial simulation. The 
artisan would have been motivated because the protocol would define the variables 
involved and their format for trial simulation. 

Herren et al. does not expressly teach a translator having a protocol parser and a 
code generator, the protocol parser configured to parse the trial protocol, the code 
generator configured to generate source code in a general purpose programming 
language. Heughebaert et al. teaches a translator having a protocol parser and a code 
generator, the protocol parser configured to parse the trial protocol, the code generator 
configured to generate source code in a general purpose programming language (Fig. 3; 
CL3, L30-53), because the code generator takes information from the specification file 
and produces a source code file that can be used by the compiler to produce executable 
code (CL1, L14-16; CL3, L9-12). It would have been obvious to one of ordinary skill in 
the art at the time of Applicant's invention to modify the system of Herren et al. with the 
system of Heughebaert et al. that included a translator having a protocol parser and a 
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code generator, the protocol parser configured to parse the trial protocol, the code 
generator configured to generate source code in a general purpose programming 
language. The artisan would have been motivated because the code generator would take 
information from the specification file and produce a source code file that could be used 
by the compiler to produce executable code. 

Herren et al. does not expressly teach a compiler having a code parser and a 
machine code generator, the compiler configured to compile the generated source code 
into an executable program. Heughebaert et al. teaches a compiler having a code parser 
and a machine code generator, the compiler configured to compile the generated source 
code into an executable program (Fig. 3; CL3, L30-53; CL3, L9-12), because as per 
Herren et al. that allows the computer based system to receive the biological parameters, 
disease measures, patient characteristics etc.; perform simulation of clinical trials; and 
output results of analyses to support identification of targets and interventions, design 
clinical trials analysis of the interventions and present disease progression information 
(CL4, L21-3 1; CL14, LI 5-20). It would have been obvious to one of ordinary skill in the 
art at the time of Applicant's invention to modify the system of Herren et al. with the 
system of Heughebaert et al. that included a compiler having a code parser and a 
machine code generator, the compiler configured to compile the generated source code 
into an executable program. The artisan would have been motivated because that would 
allow the computer based system to receive the biological parameters, disease measures, 
patient characteristics etc.; perform simulation of clinical trials; and output results of 
analyses to support identification of targets and interventions, design clinical trials 
analysis of the interventions and present disease progression information. 
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Herren et al, does not expressly teach a controller communicatively coupled with 
the interface, the translator, and the compiler. Lin et al. ('225) teaches a controller 
communicatively coupled with the interface, the translator, and the compiler (CL13, L37- 
45), because that allows the controller to control the interface between the input interface, 
the code generator, the compiler and the simulator (CL13, L39-45). It would have been 
obvious to one of ordinary skill in the art at the time of Applicant's invention to modify 
the system of Herren et al. with the system of Lin et al. ('225) that included a controller 
communicatively coupled with the interface, the translator, and the compiler. The artisan 
would have been motivated because that would allow the controller to control the 
interface between the input interface, the code generator, the compiler and the simulator. 

7.2 As per claim 2, Herren et al., Hoskins et al., Lin et al. ('523), Heughebaert et 
al. and Lin et al. ('225) teach the system of claim 1. Herren et al. does not expressly 
teach that the fixed form module is configured to receive trail protocol information 
conforming to a structured format. Hoskins et al. teaches that the fixed form module is 
configured to receive trail protocol information conforming to a structured format 
(CL1 16, L58-60; CL1 17, L23-28), because the preferred fixed form template language 
allows different kinds of module specifications that can be used to accommodate different 
circumstances (CL1 16, L58-60). It would have been obvious to one of ordinary skill in 
the art at the time of Applicant's invention to modify the system of Herren et al. with the 
system of Hoskins et al. that included the fixed form module being configured to receive 
trail protocol information conforming to a structured format. The artisan would have been 
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motivated because the preferred fixed form template language would allow different 
kinds of module specifications that can be used to accommodate different circumstances. 

7.3 As per claim 3, Herren et al., Hoskins et al., Lin et al. ('523), Heughebaert et 
al. and Lin et al. ('225) teach the system of claim 2. Herren et al. does not expressly 
teach the free form module is configured to receive trial protocol information conforming 
to a trial design language. Heughebaert et al. teaches the free form module is 
configured to receive trial protocol information conforming to a trial design language 
(Fig. 3; CL3, L30-53), because that allows specification of the trial protocol information 
containing the distinctive features of the code to be generated with the aid of the trial 
design (specification) language (CL3, L32-34). It would have been obvious to one of 
ordinary skill in the art at the time of Applicant's invention to modify the system of 
Herren et al. with the system of Heughebaert et al. that included the free form module 
being configured to receive trial protocol information conforming to a trial design 
language. The artisan would have been motivated because that would allow specification 
of the trial protocol information containing the distinctive features of the code to be 
generated with the aid of the trial design (specification) language. 

8. Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Herren et al. (U.S. Patent 6,108,635) in view of Hoskins et al. (U.S. Patent 6,268,853), 
and further in view of Lin et al. (U.S. Patent 6,735,523), Heughebaert et al. (U.S. Patent 
6,408,431), Lin et al. (U.S. Patent 6,651,225) and Fink et al. (U.S. Patent 5,808,918). 
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8.1 As per claim 4, Herren et al., Hoskins et al., Lin et al. ('523), Heughebaert et 
al. and Lin et al. ('225) teach the system of claim 1. Herren et al. teaches a dosing 
schedule (Fig. 12b). Herren et al. does not expressly teach the trial protocol comprises a 
plurality of schedules. Fink et al. teaches the trial protocol comprises a plurality of 
schedules (CL13, L21-25), because that allows the computer based system to simulate 
various combinations of schedules to predict and successfully alter clinical outcomes 
manifested as signs and symptoms of the disease (CL3, L32-34). It would have been 
obvious to one of ordinary skill in the art at the time of Applicant's invention to modify 
the system of Herren et al. with the system of Fink et al. that included the trial protocol 
comprising a plurality of schedules. The artisan would have been motivated because that 
would allow the computer based system to simulate various combinations of schedules to 
predict and successfully alter clinical outcomes manifested as signs and symptoms of the 
disease. 

Per claim 5: Herren et al. teaches that the plurality of schedules comprises a 
dosing schedule (Fig. 12b). 

8.2 As per claim 6, Herren et al., Hoskins et al., Lin et al. ('523), Heughebaert et 
al., Lin et al. ('225) and Fink et al. teach the system of claim 4. Herren et al. does not 
expressly teach the plurality of schedules comprises an observation schedule. Fink et al. 
teaches the plurality of schedules comprises an observation schedule (CL13, L21-25), 
because that allows the computer based system to simulate various combinations of 
schedules to predict and successfully alter clinical outcomes manifested as signs and 
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symptoms of the disease (CL3, L32-34). It would have been obvious to one of ordinary 
skill in the art at the time of Applicant's invention to modify the system of Herren et al. 
with the system of Fink et al. that included the plurality of schedules comprising an 
observation schedule. The artisan would have been motivated because that would allow 
the computer based system to simulate various combinations of schedules to predict and 
successfully alter clinical outcomes manifested as signs and symptoms of the disease. 



9. Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Herren et al. (U.S. Patent 6,108,635) in view of Hoskins et al. (U.S. Patent 6,268,853), 
and further in view of Lin et al. (U.S. Patent 6,735,523), Heughebaert et al. (U.S. Patent 
6,408,431), Lin et al. (U.S. Patent 6,651,225), Fink et al. (U.S. Patent 5,808,918) and 
Whitehill et al. (U.S. Patent 6,708,329). 



9.1 As per claims 7 and 8, Herren et al., Hoskins et al., Lin et al. ( £ 523), 
Heughebaert et al., Lin et al. ('225) and Fink et al. teach the system of claim 6. 
Herren et al. does not expressly teach the executable program comprises a plurality of 
programmable state machines; and each state machine corresponds to a discrete one of 
the plurality of schedules. Whitehill et al. teaches the executable program comprises a 
plurality of programmable state machines; and each state machine corresponds to a 
discrete one of the plurality of schedules (CL5, L4-1 1), because the functionality of the 
elements are indicated in the form of state machines that utilize the software modules to 
simulate the functions (CL5, L4-7). It would have been obvious to one of ordinary skill 
in the art at the time of Applicant's invention to modify the system of Herren et al. with 
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the system of Whitehill et al. that included the executable program comprising a 
plurality of programmable state machines; and each state machine corresponds to a 
discrete one of the plurality of schedules. The artisan would have been motivated because 
the functionality of the elements would be indicated in the form of state machines that 
utilized the software modules to simulate the functions. 

10. Claims 9, 1 1, 12, 14, 16 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Herren et al. (U.S. Patent 6,108,635) in view of Lin et al. (U.S. Patent 
6,735,523), and further in view of Heughebaert et al. (U.S. Patent 6,408,431) and Fink 
etaL (U.S. Patent 5,808,918). 

10.1 As per claim 9, Herren et al. teaches a method for clinical trial simulation 
(Abstract, Ll-8 and L17-30; Fig. 3; CL4, L21-31; CL14, L15-20; CL14, L36-37); 
comprising: 

receiving information that describes a trial for a clinical trial simulation (Abstract, 
Ll-8 and L17-30; Fig. 3; CL4, L21-28; CL14, L23-30); and 

executing the program as part of the clinical trial simulation (CL4, L21-31; CL14, 
LI 5-20). 

Herren et al. does not expressly teach a trial protocol for a clinical trial 
simulation. Lin et al. ('523) teaches a trial protocol for a clinical trial simulation (CL15, 
L58-60), because the protocol defines the variables involved and their format for trial 
simulation (CL15, L58-60). It would have been obvious to one of ordinary skill in the art 
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at the time of Applicant's invention to modify the method of Herren et al. with the 
method of Lin et al. ('523) that included a trial protocol for a clinical trial simulation. 
The artisan would have been motivated because the protocol would define the variables 
involved and their format for trial simulation. 

Herren et al. teaches a dosing schedule (Fig. 12b). Herren et al. does not 
expressly teach arranging the trial protocol information into a plurality of schedules. 
Fink et al. teaches arranging the trial protocol information into a plurality of schedules 
(CL13, L21-25), because that allows the computer based system to simulate various 
combinations of schedules to predict and successfully alter clinical outcomes manifested 
as signs and symptoms of the disease (CL3, L32-34). It would have been obvious to one 
of ordinary skill in the art at the time of Applicant's invention to modify the method of 
Herren et al. with the method of Fink et al. that included arranging the trial protocol 
information into a plurality of schedules. The artisan would have been motivated because 
that would allow the computer based system to simulate various combinations of 
schedules to predict and successfully alter clinical outcomes manifested as signs and 
symptoms of the disease. 

Herren et aL does not expressly teach translating the plurality of schedules into a 
general purpose, high level programming language. Heughebaert et al. teaches 
translating the plurality of schedules into a general purpose, high level programming 
language (Fig. 3; CL3, L30-53), because the code generator takes information from the 
specification file and produces a source code file that can be used by the compiler to 
produce executable code (CL1, L14-16; CL3, L9-12). It would have been obvious to one 
of ordinary skill in the art at the time of Applicant's invention to modify the method of 
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Herren et al. with the method of Heughebaert et al. that included translating the 
plurality of schedules into a general purpose, high level programming language. The 
artisan would have been motivated because the code generator would take information 
from the specification file and produce a source code file that could be used by the 
compiler to produce executable code. 

Herren et al. does not expressly teach compiling the translated plurality of 
schedules into an executable program. Heughebaert et al. teaches compiling the 
translated plurality of schedules into an executable program (Fig. 3; CL3, L30-53; CL3, 
L9-12), because as per Herren et al. that allows the computer based system to receive 
the biological parameters, disease measures, patient characteristics etc.; perform 
simulation of clinical trials; and output results of analyses to support identification of 
targets and interventions, design clinical trials analysis of the interventions and present 
disease progression information (CL4, L21-31; CL14, L15-20). It would have been 
obvious to one of ordinary skill in the art at the time of Applicant's invention to modify 
the method of Herren et al. with the method of Heughebaert et al. that included 
compiling the translated plurality of schedules into an executable program. The artisan 
would have been motivated because that would allow the computer based system to 
receive the biological parameters, disease measures, patient characteristics etc.; perform 
simulation of clinical trials; and output results of analyses to support identification of 
targets and interventions, design clinical trials analysis of the interventions and present 
disease progression information. 



Application/Control Number: 09/823,2 1 3 Page 
Art Unit: 2123 

Per claim 1 1 : Herren et aL teaches that the plurality of schedules comprises a 
dosing schedule (Fig. 12b). 

10.2 As per claim 12, Herren et aL, Lin et al. ('523), Heughcbaei t et aL, and Fink et 

aL teach the method of claim 9. Herren et aL does not expressly teach the plurality of 
schedules comprises an observation schedule. Fink et al. teaches the plurality of 
schedules comprises an observation schedule (CL13, L21-25), because that allows the 
computer based system to simulate various combinations of schedules to predict and 
successfully alter clinical outcomes manifested as signs and symptoms of the disease 
(CL3, L32-34). It would have been obvious to one of ordinary skill in the art at the time 
of Applicant's invention to modify the method of Herren et aL with the method of Fink 
et aL that included the plurality of schedules comprising an observation schedule. The 
artisan would have been motivated because that would allow the computer based system 
to simulate various combinations of schedules to predict and successfully alter clinical 
outcomes manifested as signs and symptoms of the disease. 

10.3 As per Claims 14, 16 and 17, these are rejected based on the same reasoning as 
Claims 9, 1 1 and 12, supra. Claims 14, 16 and 17 are computer readable medium claims 
reciting the same limitations as Claims 9, 1 1 and 12, as taught throughout by Herren et 
aL, Lin et aL ( fi 523), Heughebaert et aL and Fink et aL 

11. Claims 10 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Herren et aL (U.S. Patent 6,108,635) in view of Hoskins et al. (U.S. Patent 6,268,853), 
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and further in view of Lin et al. (U.S. Patent 6,735,523), Heughebaert et al. (U.S. Patent 
6,408,431), and Fink et al. (U.S. Patent 5,808,918). 



11.1 As per claim 10, Herren et al., Lin et al. ( £ 523), Heughebaert et al. and Fink et 

al. teach the method of claim 9. Herren et al. does not expressly teach receiving trial 
protocol information that conforms to a structured format. Hoskins et al. teaches 
receiving trial protocol information that conforms to a structured format (CL1 16, L58-60; 
CL1 17, L23-28), because the preferred fixed form template language allows different 
kinds of module specifications that can be used to accommodate different circumstances 
(CL1 16, L58-60). It would have been obvious to one of ordinary skill in the art at the 
time of Applicant's invention to modify the method of Herren et al. with the method of 
Hoskins et al. that included receiving trial protocol information that conforms to a 
structured format. The artisan would have been motivated because the preferred fixed 
form template language would allow different kinds of module specifications that can be 
used to accommodate different circumstances. 

Herren et al. does not expressly teach receiving trial protocol information that 
conforms to a trial design language. Heughebaert et al. teaches receiving trial protocol 
information that conforms to a trial design language (Fig. 3; CL3, L30-53), because that 
allows specification of the trial protocol information containing the distinctive features of 
the code to be generated with the aid of the trial design (specification) language (CL3, 
L32-34). It would have been obvious to one of ordinary skill in the art at the time of 
Applicant's invention to modify the method of Herren et al. with the method of 
Heughebaert et al. that included receiving trial protocol information that conforms to a 
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trial design language. The artisan would have been motivated because that would allow 
specification of the trial protocol information containing the distinctive features of the 
code to be generated with the aid of the trial design (specification) language. 

1 1.2 As per Claim 15, it is rejected based on the same reasoning as Claim 10, supra. 
Claim 15 is computer readable medium claim reciting the same limitations as Claim 10, 
as taught throughout by Herren et aL, Hoskins et aL, Lin et al. ('523), Heughebaert et 
al. and Fink et al. 

12. Claims 13, 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Herren et al. (U.S. Patent 6,108,635) in view of Lin et aL (U.S. Patent 6,735,523), 
and further in view of Heughebaert et al. (U.S. Patent 6,408,431), Fink et al. (U.S. 
Patent 5,808,918) and Whitehill et al. (U.S. Patent 6,708,329). 

12.1 As per claim 13, Herren et aL, Lin et al. ( c 523), Heughebaert et al. and Fink et 
al. teach the method of claim 9. Herren et al. does not expressly that teach the 
executable program comprises a plurality of programmable state machines, each state 
machine corresponding to a discrete one of the plurality of schedules. Whitehill et aL 
teaches that teach the executable program comprises a plurality of programmable state 
machines, each state machine corresponding to a discrete one of the plurality of schedules 
(CL5, L4-1 1), because the functionality of the elements are indicated in the form of state 
machines that utilize the software modules to simulate the functions (CL5, L4-7). It 
would have been obvious to one of ordinary skill in the art at the time of Applicant's 
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invention to modify the method of Herren et al. with the method of Whitehill et al. that 
included the executable program comprising a plurality of programmable state machines, 
each state machine corresponding to a discrete one of the plurality of schedules. The 
artisan would have been motivated because the functionality of the elements would be 
indicated in the form of state machines that utilized the software modules to simulate the 
functions. 

12.2 As per Claim 18, it is rejected based on the same reasoning as Claim 13, supra. 
Claim 18 is computer readable medium claim reciting the same limitations as Claim 13, 
as taught throughout by Herren et al., Lin et al. ('523), Heughebaert et al., Whitehill 
et al. and Fink et al. 

12.3 As per Claim 19, it is rejected based on the same reasoning as Claim 18, supra. 
Claim 19 is computer system claim reciting the same limitations as Claim 18, when claim 
14 limitations are included in claim 18, as taught throughout by Herren et al., Lin et al. 

( 523), Heughebaert et al., Whitehill et al. and Fink et al. 

Conclusion 

13. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Dr. Kandasamy Thangavelu whose telephone 
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number is 703-305-0043. The examiner can normally be reached on Monday 
through Friday from 8:00 AM to 5:30 PM. 

If attempts to reach examiner by telephone are unsuccessful, the 
examiner's supervisor, Kevin Teska, can be reached on (703) 305-9704. The fax 
phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to the receptionist whose telephone number is 



703-305-9600. 



K. Thangavelu 
Art Unit 2123 
August 4, 2004 




